address above) between 9 a.m: an
.m Monday through Friday. |

‘-N N- bIS[Z-[[Z 4,8,10- tetrakls

dlmethylethyl)dxbenzo

[d.f1[1;3 Z]dmxaphos hep

: nd food-only. of Types -
IX descnbed in Table 1 of §176 170(c) ffhls hapter“ under" oond <
’ ‘ 17

Dated November 27, ‘1996
l"redR ‘Shank;

Nutrmon .
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[FR Doc, 96—31860 Flled 12—13—-96 8 45 am] v

CFR Part 355 :

.}Anticarlos Drug Products for Over-the-
+ Counter Human Use; Partial Stay of-
‘ Final Rule, Enforcement Policy :

_AGENCY. Food and Drug Adnnmstratlon
: . HHS.
i ';ACTION Flnal rule, partlal stay of

- regulation; enforcement pohcy

o ‘_:.'SUMMARY' The Food and Drug .
N Admmlstratlon (FDA) is staying’ part of

antlcanes drug products (products that
aid in the prevention of dental cavmes) :
are generally recognized as safe and :
effective and not misbranded (60 FR . -

52474, October6 1995). “This final rule

stays the testing procedures for fluoride
dentifrice drug produicts to provide
manufacturers an additional 12 months
to comply with these 'stmg
requirements. Th ction is bemg taken
in response to a'cifizen petition

‘requestlng thls stay and is part of the
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ongoing review of OTC drdg products
conducted by FDA. S o
DATES: This partial stay for § 355.70. (21
CFR 355.70), added by 60 FR 52474 at
52510, is effective September 23, 1996,
and stays § 355.70(a) until October 7,
1997. -~ e

FOR FURTHER INFORMATION CONTACT:
William E, Gilbertson, Center for Drug = ¢ 1 :
Evaluation and Research (HFD-105), " insufficient time to complete the needed
“Food and Drug Administration, 5600 :
Fisher_s’"Lane,decl;yil‘lQ, MD 20857, .-, -,

- reduction test was an optional testin
the tentative final monograph buta "~
required test in the final maonograph,

* and industry did not become aware of

this change until the final monograph
was published and was not prepared to
meet this requirement at that time..The -
petition contended that, because at least

301-827-2304.. " . T
SUPPLEMENTARY INFORMATION: -,

12-month extension until October 7

tests.’ RN
The petition noted two other
.. with the October 7, 1996, effective date: -
* (1) Several current USP reference;
* standards have not been Ietested to.
_confirm their quality standatds; anj
. alack or limited number of a
USP reference sfan '

" unanticipated requirements in
monograph for animal cari

by July 1996, and that:the
fluoride dentifrice referen
(i.e., 1,500 parts per milli

67 products must be tested, there is - = .
testing by October 7, 1996, and that a e

..~ 1997, would allow manufacturers ., . approximately 92 percent of the
.-+ . sufficient time to perform the required .~ . ¢

problems that precluded compliance =~

IL. The Agency’s Response to the
Petition B Lo

- The agency acknowledges that
requiring the animal caries reduction
test was a new requirement of the final .
monograph. In a letter to NDMA dated . .
September 23, 1996 (Ref. 7), FDA agreed -
to stay the effective date of the. testing™.. .’
procedures for fluoride dentifrice drug .
produicts for 12 months. FDA reviewed . .
the biological testing implementati
survey (Ref. 6), which indicated th

entifrice products that Tequire testing, | .
should be tested by March 30, 1997 and’
that testing of the’ remaining products,
should be completed by June.3
The agency believes that it : ;
reasonable to provide an ad tional 3
month
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5IV Ana]ys:s of Irnpacts '

N final rule under Executlve Order 12866
b Act (57

" Order. In addition; the final ruleis
.- asignificant regulatory action as define

“ “ifaruleliasa significant impact'ona:
- substantial number of small entities, an’

final rule stays the effectxve ate of

“-the Regulatory Flexibility Act (5’
+ - 605(b)): the Commissi mer.of
" Drugs certifies that this final rule
.-".. not have-a significant economic xmpact' :
- on a substantial number of small:

: entlues No further analysxs is reqmred -

V. Envu‘onmental Impact .

| 65046 Federal Register / Vol. 61,

'p.f'lzfl-zf /i"Monday,:December 16, 1996 / Rules and:Re;

-~ [7) Comment No. LETSG Docket

_FDAhas exammed the 1mpacts ) <the

by the Executive Order and so is not
subject to rev1ew under the Execunve .
Order.

Under the Regulatory Flexrblhty Act

-agericy must analyze regulatory optlon
that would 1 minimize any significant. -
impact of a rule on small entities.

The | agency has determined under 21
CFR 25.24(c)(6) that this action is of a
type that does not individually or

cumulatively have a significant-effect on’

the human environment. Therefore,

" neither an environmental assessment

nor an environmental 1mpact statement -
is required.

- List of Subjects in 21 CFR Part 355

Labeling, Gver-the-counter drugs

Therefore, under the Federal Food,
Drug, and Cosmetic Act andunder
anthority delegated to the Commissioner
of Food and Drugs, 21 CFR part 355 is
amended as follows: .

PART 355—ANTICARIES DRUG
PRODUCTS FOR OVER-THE-
COUNTER HUMAN USE '

1. The authority citation for 21 CFR
part 355 continues to read as follows:

ulhomy Secs 201, 501 502 503, 505
510, 701 of the Federal Food, Drug, and . *

.Cosmetlc Act (2'1 U.SC 321 351 352 353

§355,70 [Partlal slay]

’ Internal Revenue S“
26 CFR Parts 1 and 602
- D860} .
-RIN—1545—A594

: COntnbutlons

. ACTION: Final regulatmns
. suMMARY' This document contain

AGENCY: Agency for Internauonal -

AGENCY.FOR INTERNATIONAL
DEVELOPMENT :

22 CFR Parl‘ 210

Donetlon of Daury Products To Assnst
Needy Persons Overseas (Section 4 416
Forelgn Donaﬂon Program) .

Development IDC.A

regulatlons that provide guidance
:+. regarding the-allowance of certain’:
- charitable contribution deduc’uons,

+_for quid. pro quo contributions in- exces

7 ;gencwy 'for Internatmnal Development
thereby making these regulationis . -~
obsolete Th

EF| ,cnve DATE' December 16 1996
URTHER INFORMATION CONTACT:
ames Dempsey, Director, Office of .

BHR/PPE), Bureau for Humanitariai -
Response, USAID; (703) 351—0102

*. SUPPLEMENTARY INFORMATION: 22 CFR
*._part 210 is obsolete: New regulations are
- being issued by the U.S. Department of .

* Agriculture. The 22 CFR, part 210 rule’

- is not a major rule for purposes of

Executive Order 12291 of February 17,
1991. As required by the Regulatory
Flexibility Act, it is hereby certified that
this rule will not have a significant

. impact on small business entities.

List of Subjects in 22 CFR Part 210 -

_Agricultural commodities, Forelgn
assistance.

PART 210—[REMOVED]

* For the reasons set forth above, 22
CFR part 210 is removed.
Authority: 22 U.S.C. 2381(a).

" Dated: November 22, 1996.
James Dempsey,
Director, AID/BHR/PPE.

[FR Doc. 96-30990 Filed 12—-13-96; 8:45 am]
BILLING CODE 6116-01-M

Planning.and Program Evaluation (AID/;’

DEPARTMENT’OFTHE REASUR'

Deductlblhty, Sub ant
Disclosure of Cerlam

AGENCY:. Internal Revenue Sei
'I_'reasury :

substantiation requirements for. .
charitable contributions of $250 er
more, and the disclosure requlrement

. ‘of $75. The regulations will'affect. -
organizations described in section:

. 170(c) and individuals and entities that

make payments to- these organizations.
EFFECTIVE.DATE: These regulatxons are .-

‘ ‘effectlve December 1651996

' FOR FURTHER _INFORMAHON CONT AGT .

- ]efferson K. Fox of the
’ Assrstant Chlef Cou

ese d_onatmn regulatlons are i

Paperwork Reductlon Act (44 U.S.C.

3507) under control number: 1545—1464 ‘

Responses to this collection of

information are required for charitable

contnbutlon deductlons under sectlon
170.

An agency may not conduct or’
sponsor, and a person is not required to
respond to, a collection of information

‘unless the collection. of information

displays a valid control number.
The estimated annual burden per

recordkeeper varies from three minutes

to one hour, dependlng on individual
circumstances, with an estimated
average of six minutes.

Comments concerning the accuracy-of

this burden estimate and suggestions for
reducing this burden should be sentto
the Internal Revenue Service, Attn: IRS
Reports Clearance Officer, PC:FP,

'Washington, DC 20224, and to the

Office of Management and Budget, Attn:
Desk Officer for the Department of the
Treasury, Office of Information and

¥

contamed in these final regulationshas .~~~
" been reviewed and. approved by the = <.
Office of Managemnient anclBudget in ot
. accordance with the réquirements of the |

e




